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DETAILED ACTION 

Claims 1-37 are pending in this action. 



Claim Objections 

Claim 17 is objected to because the claim uses the term "pharma" when it should 
properly use the term "pharmaceutically." Appropriate correction is required. 



Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter, which the applicant regards as his invention. 

Claims 1-4, 6-3 1 and 33-37 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 1-4, 6-31 and 33-37 are indefinite because they are drawn to or depend from tin 
mesoporphyrin compounds complexed with a second agent such as an amino acid without 
showing how the tin mesoporphyrin is complexed to the amino acid. The applicant has provided 
no chemical structures showing how the two components are complexed. As a result, there are a 
multitude of complexes that the tin mesoporphyrins can form with the amino acids because the 
amino acids have differing chemical structures that can complex to differing locations on the tin 
mesoporphyrin. Further, since the claims are drawn to complexing the tin mesoporphyrin with 
"a" second agent, the singular second agent can potentially complex on any location of the tin 
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mesoporphyrin. Therefore, these claims and those depending therefrom will be interpreted as any 
amino acid complex with a tin mesoporphyrin. 

Claims 4 and 14 are indefinite because they depend from a claim 2 that is drawn to the 
complexation of the mesoporphyrin compound with "an amino acid" and the states that the 
amino acid is selected from combinations of the amino acids. The applicant essentially speaks to 
using a single amino acid in the base claim and then intends to use combinations of amino acids 
in claims 4 and 14. It is universally accepted that when one uses a combination of some item 
then there must be more than one item. As a result, these claims are indefinite. Claim 14 is also 
indefinite because it refers to the method of claim 2 and claim 2 is not a method claim; therefore, 
these claims will be interpreted as referring to claim 12. 

Claim 21 is indefinite because the claim is drawn to using a "tin mesoporphyrin 
intermediate" with out defining how the mesoporphyrin is an intermediate from claim 11. Claim 
1 1 is not drawn to creating an intermediate but is drawn to preparing a tin mesoporphyrin 
compound. Claim 21 is also indefinite because the claim states that the formate salt must be 
dried to obtain a tin mesoporphyrin formate then subjecting the mesoporphyrin IX formate to the 
rest of the method. The claim language leads one to believe that tin mesoporphyrin formate and 
mesoporphyrin IX formate are different compounds in the claim and, as a result, renders this 
claim indefinite. 

Claim 23 is indefinite because of the use of the term "hydrogenation catalyst." This term 
is not defined in the specification and is indefinite as to its meaning because no direction is given 
to determine what a "hydrogenation catalyst" is. 



Application/Control Number: 1 0/7 1 3,889 Page 4 

Art Unit: 1623 

Claim 3 1 is indefinite because it refers to the method of claim 30. Claim 30 is not a 
method claim, as it is a composition claim. Therefore this claim is indefinite to that which it is 
referring. 

Claims 24-30 are also rejected as depending from a rejected base claim. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

A. Claims 1-20, 22, 32-35 and 37 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Robinson (US 2003/0100752 Al) and Niedballa et al (US 5,275,801). 

Claims 1-10 are drawn to a water soluble tin mesoporphyrin compound complexed with a 
second agent that can be an amino acid such as arginine, glycine, alanine, leucine, serine, lysine, 
histidine, phenylalanine and tyrosine; where the compound is in liquid or solid form and in 
combination with a pharmaceutically acceptable carrier. Further, the pharmaceutical formulation 
contains between 0.1 and 50 mg of tin mesoporphyrin. 

Claims 1 1-20 are drawn to a method of preparing a water soluble complex of tin 
mesoporphyrin comprising mixing a tin mesoporphyrin compound in solution with an amino 
acid; where the solution is basic and comprises an aqueous solution of sodium hydroxide; where 
the amino acid is selected from arginine, glycine, alanine, leucine, serine, lysine, histidine, 
phenylalanine and tyrosine and an amino acid content is 1 :2 with the mesoporphyrin compound; 
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where the mesoporphyrin to basic solution content is at least 1 :3; further, the formulation is 
isolated by filtering the formulation solution and then vacuum drying the solid; still further, 
where the mesoporphyrin compound includes a mesoporphyrin halide such as mesoporphyrin 
dichloride. 

Claim 22 is directed to a pharmaceutical formulation including a tin mesoporphyrin 
compound mixed with a pharmaceutically acceptable carrier. 

As relating to claim 1-10 and 22, Robinson teaches a tin mesoporphyrin compound 
complexed with a second agent (see table 1, claim 2 and paragraph 189); where the second agent 
is an amino acid (see claim 2 p. 48); where the compound is in liquid or solid form or a 
pharmaceutical carrier (see paragraph 189-191); where the amino acids are of a particular form 
(see paragraphs 186 and 200) and where the formulation can be optimized to contain between 0.1 
and 50 mg of the according methods known in the art (see paragraph 193). 

Robinson does not teach the compound in the same format as the applicant does. 
However, those skilled in the art would be motivated to combine the teachings in the manner that 
the applicant has because Robinson states the compounds taught contain various and ranging 
substituents that can be substituted on the ring (see paragraph 197). 

Therefore, it would have been obvious to one of ordinary skill in the art at the time of the 
invention to modify the teachings above to obtain the compound as claimed in the instant 
application. All of the moieties, which are substituted in the instant application, are taught in the 
art, and the locations of substitution are correlative with the locations of substitution in the art. 
Obviousness based on similarity of structure and functions entails motivation to make the 
claimed compound in expectation that compounds similar in structure will have similar 
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properties; therefore, one of ordinary skill in the art would be motivated to make the claimed 
compounds in searching for new porphyrin compounds. See In re Payne, 203 USPQ 245 (CCPA 
1979). 

As relating to claims 1 1-20, Niedballa et al. teach a method of producing the water- 
soluble complex (see column 13 lines 34-68 through column 14 lines 1-12); where the solution is 
basic (see column 14 lines 13-16); where the solution is that of sodium hydroxide (see column 14 
lines 3-5); where the amino acid is selected from a specific form (see column 14 lines 10-1 1); 
where the method can be optimized to contain specific amino acid and basic solution to tin meso 
porphyrin (see column 14 lines 32-39); where the method will result in a solid or 
pharmaceutically acceptable liquid (see column 14 lines 566-68 through column 15 lines 1-15); 
where the method includes vacuum drying (see column 14 lines 16-17) and where the 
mesoporphyrin includes a halide such as dichloride (see column 10 line 66 and column 13 lines 
62). 

Niedballa et al. does not teach the methods in the same format as the applicant does. 
However, those skilled in the art would be motivated to claim the teachings in the manner that 
the applicant by making insignificant changes because Niedballa et al provides all of the steps 
required for such methods (see column 13 lines 34-68 through column 14 lines 1-12). 

Therefore, it would have been obvious to one of ordinary skill in the art at the time of the 
invention to alter the methods taught in the prior art by making insignificant changes to the 
teachings above to obtain the methods as claimed in the instant application. One of ordinary skill 
in the art would be motivated to claim the methods taught by Niedballa et aL with insignificant 
changes in searching for new methods to produce mesoporphyrin complexed compounds. 
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B. Claims 32-35 and 37 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Robinson (US 2003/0100752 Al). 

Claims 32-35 and 37 are directed to a method of treating a human by administering a 
pharmaceutically effective amount of a mesoporphyrin compound; where the compound is 
complexed to a second agent such as an amino acid selected from arginine, glycine, alanine, 
leucine, serine, lysine, histidine, phenylalanine and tyrosine; and where the treatment is for 
psoriasis. 

Robinson teaches a method of treating with a water-soluble mesoporphyrin compound 
complexed with a second agent being an amino acid selected from a specific group (see claims 2- 
15, claims 17-30, claims 32-45, claims 47-60, claims 62-75, claims 77-90, claims 92-105 and 
claims 107-120) and where the condition is psoriasis (see paragraph 211). 

Robinson does not teach the methods in the exact format as the applicant does. However, 
those skilled in the art would be motivated to combine the teachings in the manner that the 
applicant has because Robinson provides numerous methods directed toward using the 
compounds in a therapeutic maimer (see claims 2-15, claims 17-30, claims 32-45, claims 47-60, 
claims 62-75, claims 77-90, claims 92-105 and claims 107-120). 

Therefore, it would have been obvious to one of ordinary skill in the art at the time of the 
invention to alter the methods taught in the prior art by making insignificant changes to the 
teachings above to obtain the methods as claimed in the instant application. One of ordinary skill 
in the art would be motivated to claim the methods taught by Robinson with insignificant 
changes to in searching for new methods to use mesoporphyrin complexed compounds in a 
therapeutic manner. 



Application/Control Number: 10/713,889 
Art Unit: 1623 



Pages 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Matthew L. Fedowitz whose telephone number is (571) 272- 
3105. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's primary, 
James O. Wilson, can be reached on (571) 272-0661. The fax phone number for the organization 
where this application or proceeding is assigned is (703) 872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



Matthew L. Fedowitz, Pharm.D., J.D. 
November 9, 2004 




